Agricultural Outlook/October 1997

The Food Quality Protection Act

of 1996 (FQPA) creates a new,

uniform, health-based standard fo
allowable pesticide-related risks in food.,
In passing the act unanimously, Congre
aimed at reducing dietary risks from pes
ticide residues and providing special prd
tection to infants and children.

The act amends the two major laws reg

lating pesticides in the U.S.—the Federal

Insecticide, Fungicide, and Rodenticide
Act (FIFRA) and the Federal Food, Drug
and Cosmetic Act (FFDCA). The law als
establishes a new risk assessment proc
and requires the U.S. Environmental
Protection Agency (EPA) to review all
residue tolerances against the new safe
standard within 10 years.

Additional provisions define and stream
line the registration of minor-use pesti-
cides; address uniformity among state,
Federal, and international residue stan-
dards; require improved data collection
support implementation of the law; and
establish a program of Federal commun
cation to consumers about the risks and
benefits of pesticide use.

For a pesticide to be registered for food
feed use, a residue tolerance—the max
mum allowable level for a pesticide on g
specific food or feed—must be estab-
lished or a tolerance exemption granted
Before FQPA, pesticide residue tolerandg
in raw and processed foods were set
according to different rules.

Pesticide residues in processed foods
came under the jurisdiction of the
Delaney Clause of FFDCA, which pro-
hibited any food additives, including
residues of any pesticides, “found to
induce cancer when ingested by man o
animal’—essentially a zero-risk cancer
standard. Pesticide residues on raw foo
on the other hand, were regulated unde
different section of FFDCA, and the
Delaney Clause did not apply. Residue
tolerances for raw commodities were se|

E

at levels to protect public health. Benefit
of pesticide use could be considered in
setting residue tolerance levels for raw
commodities, but not for processed con
modities.

If residues of a pesticide used on a raw
commodity appeared in a processed foo
product, the Delaney Clause applied only
the residue concentration in the processe
food exceeded the raw commaodity toler-
|_ance. In the latter case, EPA would deny
>%or revoke) the tolerance for the process
“food, and would not register the pesticide
“for use (or would cancel the existing regi
tered use) on the raw commodity.

A 1992 Federal court decision requiring

EPA to strictly enforce these provisions
the Delaney Clause precipitated a toler-
'ance review by EPA. As a result, new
rules revoked some pesticide residue to
E&Fances on some food and feed produc
leading to cancellation of those registerg
SES under FIFRA. But EPA withdrew al
Yactions revoking tolerances under the
Delaney Clause that were not final the
day FQPA was signed into law, allowing
those tolerances to be assessed under
New review process.

o

New Safety Standards for
%Residue Assessments

I"Parties to the debate that preceded FQJ
over appropriate tolerance standards fo
pesticide residue in foods generally
agreed that a uniform standard should

Odpply to both raw commodities and

- processed products. But disagreement @
tinued over whether the standard should
zero risk or negligible risk for cancer.
Some scientists questioned the human

egancer risk of residues found at very low
levels—parts per billion or trillion.

A 1987 National Academy of Sciences
(NAS) report contended that a uniform
negligible risk standard would eliminate
most existing dietary carcinogenic risk,
while allowing low-risk chemicals to be
used. The NAS report argued that strict
enforcement of the Delaney Clause zer
risk standard would leave several major
ds$ruit and vegetable crops without adequ
[ Pest control options. Moreover, strict
enforcement would also constrain EPAS
ability to reduce dietary risks, prohibiting
t tolerances for pesticides with a slight
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scancer risk that could be used in place of
more hazardous, but not carcinogenic,
materials. Required enforcement of the

- Delaney Clause standards, the NAS report
argued, also diverted EPA resources that
might address more significant public-
health and environmental risks.

d
iThe FQPA defined a new safety standard
dor residue tolerances that would apply to
both raw and processed foods. The stan-
dard is based on “a reasonable certainty
edhat no harm will result from aggregate

> exposure to the pesticide chemical
s+esidue, including all anticipated dietary
exposures and all other exposures for
which there is reliable information.”

ofin setting tolerances, EPA must consider
dietary exposures to a pesticide from all
food uses and from drinking water, as
I-well as from nonoccupational exposure,
ssuch as homeowner use of the pesticide
edfor lawn care. If total risk from all cur-
| rently registered uses of a pesticide
exceeds the safety standard, one or more
uses will have to be canceled or residue
tolerances reduced, and no new uses of
thilme pesticide registered, unless new infor-
mation shows the risks to be within the
standard.

Cumulative effects from other substances

with a “common mechanism téxicity”—

PAubstances which create toxic effects
through similar chemical processes—are
to be considered when evaluating total
risk. The effects of these other substances,
whether or not they are pesticides them-

OBelves, can reduce the allowable risk for a
hgesticide under review and result in more
uses being canceled or residue tolerances
reduced. EPA is in the process of defining
criteria to group such substances for use
in risk evaluations.

The new standard is applied differently
for threshold and nonthreshold effects of
pesticide residues. For threshold effects—
those with an identified level of no known
or anticipated harm to human health (no-
effect level)—tolerances are set so that
D-aggregate exposure to the residue will be
100 times lower than at the no-effect
atkevel. For nonthreshold effects, for which
no-effect levels cannot be identified,
including many carcinogenic effects,
FQPA allows negligible increases in life-
time risk—currently interpreted as an
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increased cancersk of less than 1 in a
million over a 70-gar lifetime

As a esult of a 1993 NS stug of the
risks of pesticidex@osue in the diets of
infants and lildren, FQFA also equirs
EPA to ensue, with reasonble cetainty,
that no ham will result to infints and
children from aygregate exposue. ERA
must considerdod consumption pEems
of infants and liildren; aty special sus
ceptibility to pesticide gposue, including
the efects ofin uteo exposue; and the
curnrulative efects on indnts and leildren
of pesticide esidues and substances wit
a common metanism of taicity. For
threshold effects,an adlitional tenbld
maugin of sakty will be gplied to potect
infants and kildren,which EFA may alter
only if reliable daa indicde a laver mar
gin of sakty will fully protect infants and
children.

EPA must review all residue toleainces—
more than 9,000—gainst these e crite-
ria within 10 yeas of FQRA enactment,
giving priority to those thamay pose the
gredest isk. The timet&le specifes 33
percent within 3 ars, 66 pecent within
6 yeass, and the emainder within 10
yeas.

EPA had beenaviewing pesticide esidue
tolerances though its estalished eregis-
tration processput FQRA changd the
EPA pesticide eregistration process fom
a one-time eview to an onging piogram
of peiliodic reviews of registered uses.
EPA will coordinae the ne tolerance
reviews with registration reviews to the
extent possike. Factos to be consided
in tolerance eviews indude eliability
and completeness of tdathe naure of
ary toxic effect,dietay consumption pa
tems of consumearand major identidble
subgoups,cunulative efects and ggre-
gate exposue levels of consumer, and
variable sensitrities of subgoups.

Prior to FQ, the benéfs of a pesti
cide’s use (intuding sud factors as
potential dangs in poduction,costs,
and consumer jes) could be consided
in residue toleaince decisions oraw
commodities. Benéb of use can no
longer be consided in settinghew toler-
ancesput can be consided when &alu-
ating existingtolerances onaw commodi
ties or pocesseddods br pesticideslas

sified as caginogens. Cazinogenic lisks
from &isting toleances mg be slighty
higher than ngligible, if use of the pesti
cide potects consumsrfrom geder
health rsks or pevents a signi€ant dis
ruption in domesticdod pioduction. If
necessy; these tolesnces my have time
limits to meet isk standads deined in
FQRA.

The efects of the n@ limits on benet
considestions in setting tolemce leels
for raw commaodities should be minimal,
since ER rarely consideed benéfs in

N setting toleances beafre FQRA. Many
obsevers anticipae tha few, if any, exist-
ing tolerances will be justiéd or modi
fied due to benés, because the toler
ances wuld be identied in FQRA-
mandaed anmial EFA consumer pesticide
information pamphletsand gower and
food industy groups would be concered
about pultic reaction. Hwever, beneits
may sere a ple in evaluding hawv to
meet a sadty standat in a cost-dective
manner

Other ProvisionsAddress
Array of Issues

Because the costs of meetingfAEPpesti
cide megistration daa requirements hee
caused gluntaly cancelléions of some
existing minoruse Egistrations and dis
couraged nev ones,FQRA contains povi-
sions to seamline egulaory procedues
for minor uses of pesticides. FQP
defined a minor use as the use of a pes
cide on a awp of less than 300,000 asr
in total,use on an animal orap to po-
tect pullic health fom diseases caed by
insects or animalgr a use thiaprovides
insufficient financial incentte for regis-
tration.

In the case of insftitient financial incen
tive, the pesticide mst plgy a signifcant
role in manging pest esistance or in an
integrated pest margement (IPM) po-
gram,or have insuficient efective alter
naives,in order for the nev procedues to
apply. ERA has etended the deadlineif
data submissions to suppa@ minoruse
registration and can \&ive dda require-
ments,if the waiver does not @vent a
risk detemination or allov potential
adverse efects on the afironment.To
further assist inegistration of pesticides
for minor usesySDA is required to

Agricultural Outlook/October 1997

estadlish a maching-grant pogram to
develop dd@a neededdr registration and
reregistration of minoruse pesticides.

FQRA also induded povisions afecting
uniformity of sakty standats within the
U.S. and intendionally. FQFA geneally
prohibits stées flom setting toleances thia
differ from ERA tolerancesunless thg are
justified by compelling local conditions
and would cause noobd lesidue lgels to
be in violaion of Fedenl law. Stdes still
may require thd foods containing a pesti
cide residue cay a waming. Suppoters
of sud flexibility, including some evi-
ronmental goups,argued it is justied by
the unique dengraphic or consumption
chamacteistics of some stas. Havever,
mary industy representtives wiced con
cems dout stées settingegulaory stan
dards sticter than Edeal onesmaintain
ing sut standads could lorden intestae
commece; adl compliancetesting and
product eformulation costs; gpose irms
to expensve litigation; and cede intena
tional trade bariers.

To avoid constaints on intemaional food
trade FQFA requires ER to consider
intemaional Codex Alimentafus stan
dads when detamining U.S. tolerances.
The intenational Codex Alimentaius
Commissionsponsoed by the United
Nations Food andAgriculture
Organizaion and théNorld Health
Organizdion, estdlishes maximim
_residue lgels for mary chemicals on

Il foods. ER must pullish a notice ér pub
lic comment vhen deating from a
Code standad.

A number of FQR provisions equire
interageng/ coopeation on IPM adoption
and collection of da relaed to pesticide
use andisk estimaion. FQRA directs all
Fedenl agencies to psmote IPM,and in
patticular, directs USIA to work with
EPA on reseach, demonstation, and
educaion programs to suppoiPM adop
tion. In consultdon with EFA and the
Depatment of Health and Human
Sewices (HHS),USDA must conduct
suwveys to documentdod consumptionyp
infants and kildren and to impve cot
lection of pesticideasidue dea. USDA
must also collect sta or egional pesti
cide use di@ for all major cops and dr
crops of dietay significance
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By August 1998EFA, in consultéion
with USDA and HHS must deelop and
anrually distibute a pamphlet discussing
in nontedinical tems,the iisks and bene
fits of pesticide esidues indod The
pamphlet mist cover ecommendions
for reducing &posue to pesticide
residues Wwile maintaining a healthdiet,
EPA actions thamay result in higher
residue isks from cetain foods,and a list
of reasonble substitutesdr these dods.
EPA will distribute the pamphlets to e
retail gocess, who mg detemine hav to
display them.

Also by August 1998EPA, in consulta
tion with HHS must deelop a soeening
program to detamnine if pesticides or
other emironmental contaminants gr
duce estrgenic or other endoure efects
in humans. If a substance tuhd to hae
sud an efect, EPA must tale action to
protect the pulic. The pogram nust be
implemented $ August 1999 andeport-
ed to Congess ly August 2000.

Effect onAvailability
Of Pesticides

With passge of the FQR, Congess
cleally expressed its concerfor reducing
health rsks associed with pesticides.
However, the implicaions of FQR for
the availability of agricultural pesticides,
especialf for minor usesare potentialy
profound

The pesticide industrand gower goups
are concened tha mary registered uses
of pesticides will be canceled andtha
new uses will not beegistered In patic-
ular, they fear egistrants ma cancel uses
for small-maket ciops,sud as fuits,
nuts, or vegetables, in order to minimiz
impacts onetums to the egistrant.

Reductions in pest comwtroptions could
ultimately lower yields or incease po-
duction costs per agrunless ne options
are found Substantial yieldaductions or
cost inceases wuld result in educed
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U.S. aceaye and poduction,of afected
crops,and thus higher mes,as well as
regional pioduction shifts and ineased
imports of those @ps,and inceased -
duction of cops less décted ly the
FQFA. The consumer imirmation provi-
sions could shift demandvay from
“high-risk” foods,lowering their pices
and mising pices of substitutes.

The overall balance beteen negative and
positive efects of implementing FQ@Pis
undear, since some pvisions work to
increase the umber of pesticideegistra-
tions,while othes reduce them. Cainly,
pesticide tolesnces andegistrations tha
were subject to the Delape&Clause bt
meet sadty standads under FQR will be
retained so tha produces will not be
forced to ind altenaives. On the other
hand the consideation of eggregate
eXposuk, substances with a common
medanism of taicity, risks to infints and
children, estiogenic efects,and otherisk
assessment gvisions could esult in tol
erance evocdions and egistration can
cellaions.

New risk provisions br infants and lail-
dren,in paticular, could focus egulaory
concens on fuits and egetales tha are
common in dildren’s diets;sut as
apples,grapes,and con, dispropotionate-
ly reducing the amber of egistered
maerials for sut crops. Moeover, the
new, limited role for consideing pesticide
beneits in the setting ofasidue toler
ances could inease toleance evocdions
for raw commoditiesalthough the décts
should be minimalsince ER rarely used
its previous boader authaty to consider
beneits when setting tolemces.

The minoruse povisions of FQR lower
the costs ofegisteling minoruse pesti
cides and lessen the possibilityttha
important uses will not beegistered But
this might not diet the loss of uses due
to the nev sakty standai’s aygregate
exposue and otherisk assessment
provisions.
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Currently, organophospha insecticides,
carbamge insecticidesand pobable and
possilbe cacinogens ae high piorities
for tolelance eview. EFA and USDA will
be assemng information for computing
exposue, suc as dietay consumption of
foods,pesticide esidues ondod, and
pesticide use imfmation (eg., extent of
use application rates,and timing and
method of aplication). Sud information
may allow reduction of isk estimaes
from the vorst-case leel and educe the
number of egistered uses lost. But del-
opment of cost-ééctive pest conol
options,including registration of nav pes
ticides to eplace those lostyill ultimate-
ly be necessgrto minimize the economic
impact.
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